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396 patients considered
candidates for TAVI

5 turned down for TAVI 52 included in the
(multicenter call conference) PARTNER trial

_ Cribier-Edwards (n=57)
January 2005 — June 2009 339 underwent TAVI under the Canadian Edwards SAPIEN
compassionate clinical use TAVI program (n=275)
1 SAPIEN XT (n=7)
Transfemoral approach Transapical approach
n=167 n=172
Need for a second n=5

procedure n=6

I n=1

Transfemoral Approach Transapical Approach
n=168 n=177




METHODS
Clinical Follow-Up

v’ Clinical visits and/or phone contact at 30-days,
1-year follow-up and annually thereafter

v Follow-up available in all but 3 patients
(99% of the study population)

v'Median follow-up: 42 + 15 months



Baseline Characteristics (1)

All patients Transfemoral  Transapical P value

Variable (n=339) (n=162) (n=177)
Age (years) 81+8 838 808 0.009
Male sex 152 (45) 91 (56) 61 (35) <0.0001
Diabetes 79 (23) 37 (23) 42 (24) 0.89
Hypertension 252 (74) 102 (63) 150 (85) <0.0001
NYHA Functional Class

|11 29 (9) 11 (7) 18 (10) 0.33

-1V 308 (91) 150 (93) 158 (89)
Chronic atrial fibrillation/flutter 115 (34) 66 (41) 49 (28) 0.01
Coronary artery disease 234 (69) 110 (68) 124 (70) 0.72
Previous myocardial infarction 173 (51) 82 (51) 91 (51) 0.91
Previous PCI 99 (29) 47 (29) 52 (30) 1.00
Prior coronary artery bypass grafting 116 (34) 49 (30) 67 (38) 0.17




Baseline Characteristics (2)

All patients Transfemoral Transapical P value
Variable (n=339) (n=162) (n=177)
Cerebrovascular disease 77 (23) 27 (17) 50 (29) 0.01
Peripheral vascular disease 120 (36) 31 (19) 89 (50) <0.001
COPD 100 (30) 45 (28) 55 (31) 0.55
Creatinine (umol/l) 119 + 83 124 £ 85 113 £81 0.23
eGFR<60ml/min 191 (56) 86 (53) 104 (59) 0.33
STS score (%) 98+6.4 9.0+£5.8 10.5+£6.9 0.03
Porcelain aorta 61 (18) 28 (17) 33 (19) 0.78
Frailty 85 (25) 42 (26) 43 (24) 0.80
Pulmonary hypertension 84 (25) 35 (22) 49 (28) 0.26
Severe Mitral Regurgitation 27 (8) 18 (11) 9 (5) 0.04
Mean Aortic Gradient (mmHg) 46 + 17 48 + 18 44 + 17 0.08
Aortic Valve Area (cm?) 0.63+0.17 0.63+0.16 0.63+0.18 0.93
LVEF (%) 55+ 14 55+ 14 56 £ 14 0.72
LVEF<40 54 (16) 26 (16) 28 (16) 1.00




Procedural and 30-Day Outcomes

All Procedures Transfemoral Transapical P value
Variable (n=345) (n=168) (n=177)
Procedural variables
Succesful procedure 322 (93.3) 152 (90.5) 170 (96.0) 0.051
Procedural death 6 (1.7) 3(1.8) 3(1.7) 1.00
Valve embolization 7 (2.0) 5(3.0) 2(1.1) 0.27
Need for a second valve 9 (2.6) 4 (2.4) 5 (2.8) 1.00
Conversion to open heart surgery 6 (1.7) 2(1.2) 4 (2.3) 0.69
Need for hemodynamic support 14 (4.1) 7(4.2) 7 (4.0) 1.00
Major access site complications 45 (13.0) 22 (13.1) 23 (13.0) 1.00
Life threatening arrythmias 28 (8.1) 12 (7.1) 16 (9.0) 0.56
30-day outcomes
Myocardial infarction 4(1.2) 1 (0.6) 3(1.7) 0.62
Stroke 8 (2.3) 5 (3.0) 3(1.7) 0.49
Sepsis 10 (2.9) 5 (3.0) 5 (2.8) 1.00
Need for hemodialysis 9 (2.6) 3 (1.8) 6 (3.4) 0.50
Need for pacemaker 17 (4.9) 6 (3.6) 11 (6.2) 0.32
30-day mortality 36 (10.4) 16 (9.5) 20 (11.3) 0.73




48-month Follow-Up Survival Curves
Canadian Multicenter Experience
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CAUSES OF DEATH AT FOLLOW-UP
Multicenter Canadian Experience

' ® Non cardiac (n=90)
= Cardlac (n=35)
B Unknown (n=27)




CAUSES OF NON-CARDIAC DEATH AT FOLLOW-UP
Multicenter Canadian Experience

H Pulmonary fallure (n=41)

Kidney fallure (n=12)

M Stroke (n=9)

B Major bleeding (n=7)

m Cancer (n=8)

M Other (n=13)



Predictive Factors of Late (>30 days) Mortality

Univariate Multivariate Model
HR (95% CI) p value HR (95% CI) p value
Age (years) 1.02 (1.00-1.05) 0.048 - -
Chronic atrial fibrillation 1.64 (1.19-2.28) 0.003 1.44 (1.02-2.03) 0.044
COPD 1.86 (1.33-2.61)  0.0003 2.18 (1.53-3.11) <0.001
eGFR 1.08 (1.01-1.18)*  0.033 1.08 (1.01-1.19)* 0.009
Frailty 1.58 (1.12-2.23) 0.009 1.52 (1.07-2.17) 0.021

*For each decrease of 10 ml/min.
COPD: chronic obstructive pulmonary disease
eGFR: estimated glomerular filtration rate



48-month Follow-Up Survival Curves / Freedom from Cardiac Death
Canadian Multicenter Experience
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CAUSES OF CARDIAC DEATH AT FOLLOW-UP
Multicenter Canadian Experience

H Cardiac fallure {n=23)

Sudden death (n=4)

H Myocardial Infarction {n=6)

M Endocarditis (n=1)

M Post-mitral replacement (n=1)

No cases of structural valve failure during the follow-up period



Predictive factors of cumulative cardiac
mortality at follow-up

Univariate Multivariate Model

HR (95% CI) p value HR (95% CI) p value

Cerebrovascular disease 1.57 (0.94-2.62) 0.084 - -

Pulmonary hypertension 2.04 (1.26-3.32) 0.004 1.98 (1.19-3.27) 0.008
eGFR<60 ml/min 1.15 (1.02-1.29)* 0.019 1.17 (1.05-1.33)* 0.040
STS-PROM score (%) 1.04 (1.01-1.07) 0.013 - -

*For each decrease of 10 ml/min.
eGFR: estimated glomerular filtration rate
STS-PROM: Society of Thoracic Surgeons Predicted Risk Of Mortality



48-month Follow-Up Survival Curves / Freedom from Stroke
Canadian Multicenter Experience
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Functional status / NYHA CLASS
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